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Fresh off this weekend's landmark Executive Order, BGR Health & Life
Sciences Principal John Stone breaks down the President’s steps to fast-
track psychedelic therapies. John explains how the administration is
leveraging the MAHA agenda to embrace alternative treatments, the new role
for the DEA in patient access, and what the $50 million research push means
for the veterans community.



President Trump took dramatic action on the issue of
psychedelic drugs this past weekend. What specific steps
did he take?

The EO did a few things...
There are already several psychedelic drug applications pending at FDA or in late-stage
trials, including psilocybin and MDMA-assisted therapy. The President directed FDA to

further expedite the review of the applications for such products that have received
Breakthrough Designation – an expedited pathway that is already established at the agency

for products that have promising data.

As psychedelic compounds are Schedule I controlled substances, the EO directs DEA to
work with FDA to facilitate eligible patient access to such therapies under the supervision of

treating physicians and researchers. Further, the EO directs DEA to initiate the requisite
rescheduling determination for Schedule I psychedelic compounds that have completed

late-stage clinical trials, which could truncate the process for such products that are
subsequently approved by FDA.

Finally, in addition to fostering collaboration between the VA and HHS to increase clinical
trial participation, the EO directs the Advanced Research Projects Agency for Health

(ARPA-H) to allocate $50 million to support and partner with relevant State research and
treatment programs.
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I would say that there is a bit of underlying
distrust by those in the MAHA movement for the

traditional pharmaceutical paradigm and more
of a desire for the federal government to

embrace alternative treatments and health care
solutions. That being said, this EO does not

remove psychedelic drugs from the purview of
FDA and DEA’s standing regulatory processes.

How does this decision fit into the MAHA-focused agenda?
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